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DETAILED ACTION 

This Action is in response to the communication filed on 3/7/08. 
The amendment filed 3/7/08 is acknowledged and has been entered. 
Claims 39, 40, 46, 47, 63-66, 68-83 and 88 are currently pending in the application and 
are addressed herein. 

1 . Applicant's arguments are addressed on a per section basis. The text of those sections of 
Title 35, U.S. Code not included in this Action can be found in a prior Office Action. Any 
rejections not reiterated in this action have been withdrawn as being obviated by the amendment 
of the claims and/or applicant's arguments. 



Claim Rejections - 35 USC § 112 

1 . The following is a quotation of the first paragraph of 35 U.S. C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such fxill, clear, concise, and exact terms as to enable any person skilled in the art to 
which it pertains, or with which it is most nearly connected, to make and use the same and shall set forth 
the best mode contemplated by the inventor of canying out his invention. 

2. Claims 39, 40, 63-66, 68-70, 79-83, 88 are rejected under 35 U.S.C. 1 12, first paragraph, 
as failing to comply with the written description requirement. The claim(s) contains subject 
matter which was not described in the specification in such a way as to reasonably convey to one 
skilled in the relevant art that the inventor(s), at the time the application was filed, had 
possession of the claimed invention. 

The specification must provide adequate written description and evidence of possession 
of a claimed genus. Vas-Cath Inc. v. Mahurkar, 19USPQ2d 1111, clearly states "applicant must 
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convey with reasonable clarity to those skilled in the art that, as of the filing date sought, he or 
she was in possession of the invention. The invention is, for purposes of the 'written description' 
inquiry, whatever is now claimed." (See page 1117.) The specification does not "clearly allow 
persons of ordinary skill in the art to recognize that [he or she] invented what is claimed." (See 
Vas-Cath at page 1116). 

The instant claims encompass methods which require assaying Fortilin polypeptide 
activity either in vitro or in a cell (e.g., see claims 39 and 68). Therefore, the claims encompass a 
genus of Fortilin activities wherein the genus encompasses all possible Fortilin activities. Thus 
the claims encompass a genus of Fortilin activities that is indeterminate in size, but could 
potentially encompass an enormous number of different activities, including Fortilin activities 
that have not yet been identified. Looking to the specification for the written description of the 
genus of Fortilin activities encompassed by the claims, it is noted that that the specification 
discloses that Fortilin binds to p53 polypeptide and Fortilin binds to MCLl polypeptide which 
results in Fortilin having the ability to inhibit apoptosis in cells. Thus, the specification has only 
disclosed as Fortilin activities binding to P53, binding to MCLl and prevention of apoptosis as 
the only activities of the Fortilin polypeptide. Thus, these disclosed activities are the only 
described Fortilin activities which could be measured in the methods of the instant claims. The 
specification discloses that Fortilin is involved in prevention of apoptosis via p53 and MCLl 
binding. The specification does not describe any other Fortilin activity encompassed by the 
genus of Fortilin activities in the claims, and none are found in the prior art. Therefore, the 
skilled artisan cannot envision any other Fortilin activity encompassed by the claims, and as 
such, conception is not achieved until reduction to practice has occurred, regardless of the 
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complexity or simplicity of the method of identification. Adequate written description requires 
more than a mere statement that it is part of the invention and reference to a potential method of 
identifying it. In this case, the activity itself is required. See Fiers v. Revel, 25 USPQ2d 1601 at 
1606 (CAFC 1993) ?ind Amgen Inc. v. Chugai Pharmaceutical Co. Ltd., 18 USPQ2d 1016. 

Accordingly, in the absence of sufficient recitation of distinguishing identifying 
characteristics, the specification does not provide adequate written description of the claimed 
genus. 

Therefore, the only Fortilin polypeptide activities encompassed by the claims which are 
adequately described in the specification are Forilin-p53 binding, Fortilin-MCLl binding, 
prevention of apoptosis (which also encompasses cell cycle progression). 

3. Claims 39, 40, 63-66, 68-70, 79-83, 88 are also rejected under 35 U.S.C. 1 12, first 
paragraph, because the specification, while being enabling for the claimed methods wherein the 
Fortilin activity is Fortilin-p53 binding, Fortilin-MCLl binding, prevention of apoptosis, and cell 
cycle progression, does not reasonably provide enablement for the full scope of the claimed 
methods. The specification does not enable any person skilled in the art to which it pertains, or 
with which it is most nearly connected, to make and use the invention commensurate in scope 
with these claims. 

Factors to be considered in determining whether a disclosure meets the enablement 
requirement of 35 USC 112, first paragraph, have been described by the court in In re Wands, 8 
USPQ2d 1400 (CAFC 1988). 

Wands states on page 1404, 
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"Factors to be considered in determining whether a disclosure would require undue 
experimentation have been summarized by the board in Ex parte Forman. They include 
(1) the quantity of experimentation necessary, (2) the amount of direction or guidance 
presented, (3) the presence or absence of working examples, (4) the nature of the 
invention, (5) the state of the prior art, (6) the relative skill of those in the art, (7) the 
predictability or unpredictability of the art, and (8) the breadth of the claims." 

The invention is in a class of invention which the CAFC has characterized as "the 
unpredictable arts such as chemistry and biology." Mycogen Plant Sci., Inc. v. Monsanto Co., 
243 F.3d 1316, 1330 (Fed. Cir. 2001). 

As indicated above, the claims encompass methods which require assaying Fortilin 
activity either in vitro or in a cell (e.g., see claims 39 and 68). As such, the claims encompass 
methods that require assaying a genus of Fortilin activities wherein the genus encompass all 
possible Fortilin activities, a genus of activities that could encompass an enormous number of 
different activities, including Fortilin activities that have not yet been identified. 

The specification only describes Fortilin binding to p53 polypeptide and Fortilin binding 
to MCLl polypeptide as the only activity of the Fortilin polypeptide which could be measured in 
the instant claims. The specification discloses that Fortilin is involved in prevention of apoptosis 
via p53 and MCLl binding. The specification does not describe any other Fortilin activity 
encompassed by the genus of Fortilin activities in the claims, and none are found in the prior art. 
Therefore, additional experimentation would be required in order to practice the claimed 
methods to their fiiU scope. That is, additional experimentation would be required in order to 
identify Fortilin the activities which could be assayed in the instantly claimed method, other than 
Fortilin-p53 binding and Fortilin-MCLl binding. This additional experimentation amounts to 
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trial-and-error testing of potential Fortilin activities without guarantee of success. Furthermore, 
the identification of any other Fortilin activity would amount to a significant and unobvious 
advance over the state of the art. Therefore, the additional amount of experimentation required 
to practice the claimed methods to their full scope is considered to be undue. 



Response to Arguments 

4. Applicant's arguments filed 3/7/08 have been fiiUy considered with respect to the current 
rejections, but they are not persuasive. 

5. Applicants argue that the basis for the written description rejection is the unsupported 
allegation that the method claims recite "Fortilin activity," which refers to a genus of activity. 
Applicants contend that there is no evidence or any indication of any activities of Fortilin other 
than those described in the specification to support the contention that there are activities of 
Fortilin not described. Applicants assert that it cannot be sufficient to make a rejection based on 
a completely hypothetical situation—that there may be other activities of Fortilin. 

In response, it is acknowledged that there is no evidence of other Fortilin activity. It is 
noted that any evidence of another activity would most likely be sufficient to describe that 
activity. Furthermore, it is respectfiiUy pointed out that the independent claims must, by rule, be 
larger in scope than the dependent claims. In this case, since the specifically described activities 
are claimed in dependent claims, the independent claims must encompass activities that are not 
described. Applicants have not taken issue with assertion that the broad claims encompass 
activities that are not described by the specification. Rather, Applicants argue that it is improper 
to make a rejection based on the fact that the claims may encompass activities not described in 
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the specification. It is respectfiiUy pointed out that Vas-Cath Inc. v. Mahurkar, 19USPQ2d 1111, 
clearly states "applicant must convey with reasonable clarity to those skilled in the art that, as of 
the filing date sought, he or she was in possession of the invention. The invention is, for purposes 
of the 'written description' inquiry, whatever is now claimed." (See page 1117.) In the instant 
case, the specification does not "clearly allow persons of ordinary skill in the art to recognize 
that [he or she] invented what is claimed" (See Vas-Cath at page 1116). Thus, the written 
description rejection is appropriate. 

Applicants also assert that the specification has provided a description of a representative 
number species to describe the claimed genus. 

In response, it is acknowledged that the specification describes Fortilin binding to P53 
and MCLl and has also disclosed that Fortilin can prevent apoptosis. This is not sufficient to 
adequately describe the genus of activities encompassed by the broad claims. It is noted that 
limiting the claims to the specifically disclosed activities would obviate the rejection. 

With respect to the scope of enablement rejection. Applicants argue that they have 
described a method of measuring Fortilin's apoptotic activity in Examples 3 and 8, and that 
binding to p53 and MCLl could be used to evaluate Fortilin activity. Applicants assert that the 
action provides no evidence either Irom the specification or art that even suggests Fortilin may 
have other activities and the assertion that the skilled artisan would have to practice undue 
experimentation to determine whether Fortilin has other activities is without any basis in the law. 
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In response, it is acknowledged that the specification has provided working examples 
which indicate that Fortilin is capable of inhibiting apoptosis and that Fortilin binds to p53 and 
MCLl . It is noted that the claims specifically limited to these embodiments are not included in 
the rejection. Furthermore, as indicated above, the broad claims clearly encompass 
embodiments which are beyond that which described in the specification. As such, in order for 
one of skill in the art to practice the claimed method to its fiiU scope, the skilled artisan would 
have to know which activities beyond those described could be assayed. Therefore, clearly, 
further experimentation would be required to make and use the claimed invention to its full 
scope. As indicated above, the additional experimentation required to determine the activities 
other than those described would amount to undue experimentation. 

Therefore, Applicants arguments are not persuasive. 

Claim Objections 

6. Claims 46, 47, 71-78 are objected to as being dependent upon a rejected base claim, but 
would be allowable if rewritten in independent form including all of the limitations of the base 
claim and any intervening claims. 



Conclusion 

7. THIS ACTION IS MADE FINAL. AppUcant is reminded of the extension of time 
policy as set forth in 37 CFR 1.136(a). 
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A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within TWO 
MONTHS of the mailing date of this final action and the advisory action is not mailed until after 
the end of the THREE-MONTH shortened statutory period, then the shortened statutory period 
will expire on the date the advisory action is mailed, and any extension fee pursuant to 37 
CFR 1 . 1 36(a) will be calculated from the mailing date of the advisory action. In no event, 
however, will the statutory period for reply expire later than SIX MONTHS from the mailing 
date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to J. Eric Angell whose telephone number is 571-272-0756. The 
examiner can normally be reached on Monday-Thursday 8:00 a.m. -6:00 p.m. . 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 

supervisor, James Douglas Schultz can be reached on 571-272-0763. The fax phone number for 

the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



/J. E. Angell/ 

Primary Examiner, Art Unit 1635 



